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A. Patient info[mation C. Suspect medication(s)
1. Agesttime 1. Name(give labeled strength & mirlabeler, f known)
of svent: 57
or yrs WI ps | |#1  DARVOCET-N-.(PROPOXYPHENE NAPSYLATE)
or
in confidence 2
B. Adverse event or product problem x m’:::‘"‘"j’“ route used 3. Therapy dates(f unknown, geve duration)
DAY .
1. [} adverse event andior [C] product problem {e.g.. defects/matfunctions} " = " R
2. Outcomes attributed to adverse event
{check all that apply) ] disabitity "r : — ” -
03 deam 2772797 gcmg,mw anomaly 4 .’u Nvor s ) % Event sbuted  afer use st0pped
) s tequired intervention 1o prevent " : ,
D life-threatening permanent impairmentidamage o n(] yesD noz doesn’t
D hospitafization - initial or prolonged E other: NI 2 s n .
6. Lot #(if kmewny 7. Exp. date(it known) D YeSD nol:l doesn’t
3. Dete of 4. Date of -
avent /72171997 1% Mierepon  06/0CT/1999 n = # NI 8. Event resppeared after
marteor'r) (matdytyr) ;
S. Describe event or problem 12 n” 0 [ yesT 1 nol ] doesnt
9. NOC #- tor product problems onty (it known) -
THIS CASE, REPORTED BY A PHYSICIAN, CONCERNS | |# P 02| |yes ol dg:;n‘l
a
A 57-YEAR OLD FEMALE WHO EXPERIENCED LIVER 10.C - dical pr < tharapy dates (exchuds beatment of event)
NECROSIS, CARDIAC ARREST, AND DIED. SHE HAD | |1, xamax(ArpRAZOLAK)
BEEN RECEIVING PROPOXYPHENE NAPSYLATE WITH Dose: 0.25 mg/3 DAY, Dates: NI, Route: PO2) SERAX
ACETAMINOPHEN (DARVOCET-N 100) FOR PAIN. (OXAZEPAM)
PAST MEDICAL HISTORY INCLUDED DIABETES AND pose: 30 mg/3 DAY, Dates: NI, Route: PO3) *
SEVERE UNDERLYING LUNG DISEASE, AND MULTIPLE G. All manufacturers
MEDICAL PROBLEMS. CONCOMITANT MEDICATIONS 1. G office - faddresis, miting site for devices) 2. Phone number
INCLUDED PREDNISONE (10-60 MG/DAY), OXAZEPAM | |Eli pnilly and Company 317-276-7788
(15-30 MG FOUR TIMES DAILY), ALPRAZOLAM Lilly Corporate Center 1 ',.ponm,‘,
(0.25 MG/DAY), AMITRIPTYLINE HYDROCHLORIDE Indianepolis, IN 46285 {check s that apply)
(25 MG/DAY), AND GLIPIZIDE (5 MG). [ toreign
D study
THE PATIENT HAD BEEN TAKING PROPOXYPHENE L] serature
NAPSYLATE WITH ACETAMINOPHEN FOR SEVERAL %W“
YEARS. SHE HAD BEEN TAKING TWO TABLETS FOUR : "“l""_ \

M 4. Date received by manufacturer S protessional
TIMES DAILY (GREATER THAN THE PHYSICIAN (mokdeyiyr) (AINDA # _17-122 [ user tacilty
RECOMMENDED DOSAGE) YOR THE NINE MONTHS * 28/SEP/1999 0

IND # company
nepresenlaxive
-] 6. #IND, protocol # PLA®
D distributor
pre-1938 O yes [ other.
7. Type of report oTC
(check aX that spply) ooout L ves
) saay B 15-day
. 8. Adverse event term(s)
L] roday [] periodic OVERDOSE
[ witiat (X tollow-up # 1__ | 22-727-1997 to ?2-727-1997
LIVER NECROSIS
7. Other history, Inct : 9. Mfr. report number
smoiang and alcohol use, h-p‘!khv\ﬂwwmtdc
) US_990927916 HEART ARREST *
Relevant history / Concurrent conditions: vos 3
E. Initial reporter
DIABETES, SEVERE UNDERLYING LUNG DISEASE,
AND MULTIPLE MEDICAL PROBLEMS. -
‘ S Phone:
us B
ooy T
Submission of a report does not constitute an - —
2. Health fessiqnal? 3. O path 4. Initial reporter sl
F D A admission that medical personnel, user facility, E v D :an: report :; FD‘:
causedor es no
distributor, manufacturer or product caused or Y PHYSICIAN O yes O e [ unk

o e oL compf&&‘oﬁv%tﬁnuaﬁon pages.



-~y

-ﬂ' ““m‘im‘“ “ . Eli Lilly and Company
* il .

G.9. Mfr. report number
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*

UsS_990927916
Page 2 of 2

B.5. Describe event or problem
{continuation:} PRIOR TO HER DEATH IN 1997. AN AUTOPSY REVEALED THE CAUSE OF DEATH TO BE CARDIAC ARREST. SEVERE

LIVER NECROSIS WAS ALSO NOTED, IN SPITE OF HAVING LIVER FUNCTION TESTS IMMEDIATELY PRIOR TO HER DEATH (NO RESULTS
PROVIDED). THE PHYSICIAN DID NOT BELIEVE PROPOXYPHENE WAS ASSOCIATED WITH THE PATIENT'S DEATH. THE PATIENT HAD
NULTIPLE MEDICAL PROBLEMS THAT PRECEDED HER TAKING PROPOXYPHENE. THE REPORTER NOTED THAT THE AUTOPSY WAS PERFORMED
MORE THAN TWO DAYS AFTER DEATH AND MAY HAVE BEEN THE REASON THAT LIViR NECROSIS WAS NOTED AT THAT TIME. AS THE
REPORTER WAS A MEDICAL EXANINER OF THE CASE POR LEGAL REVIEW OF THE PATIENT’S RECORDS AND NOT A -rm'rxm PHYSICIAN,

NO FURTHER INFORMATION IS AVAILABLE.

OPDATE 17-SEP-1999: UPON REVIEW ADDED EVENT OF OVERDOSE.
UPDATE 28-SEP-1999L ADDITIONAL INFORMATION RECEIVED FROM THE INIT
OPINIOM OF REPORTER. A
Cause of Death: CARDIAC ARRES

IAL REPORTER ON 28-SEP-1999: ADDED RELATEDNESS

C.3. Therapy J 1, give duration) (mo/dayfyr) (Suspect #1)

NI to NI Duration: a few years

c.10.C it dical pr u‘-mefaoyaales(exdudewwmoiwen()
[continuations:] ELAVIL (AMITRIPTYLINE HYDROCHLORIDE) )

pose: 25 mg/AT BEDTIME, Dates: NI, Routa: PO4) PREDNISONE
Dose: 60 mg/DAY, - Dates: NI, Route: POS) GLIPIZIDE

Dose: S m, Dates: NI, Route: PO

G.8. Adverss svent term(s)

{continuation:] ??-777-1997 to ?2-727-1997




